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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 

ff^t^L oe';i!^\Sv!pSXje il tettCh^r(S?ys°a reply within the statutory minimum of thirty (30) days will be considered timely. . 
: nSS 1 3y s sSfii^^^^^^^^ LL^ penod ^.l apply and will expire SIX (6) "^OSorED faTu s'c ^133?" 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 a a^^^ § 133). 

- Any reply rec^ved by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent terni adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 13 December 2002 . 
2a)n This action is FINAL. 2bM This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) K Claim(s) 2-5 and 7-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) IEI Claim(s) 2-5. 7-21 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) 0 The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) □ No«ce of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s) 



1 ) LJ Notice of References uiea {r i u-oyz; ^ - ' ^ ; ■ 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomnal Patent Application (PTO-152) 

3) □ Infomiation Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 



U.S. Patent and Trademark Office Part of Paoer No. 1 6 
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Application/Control Number: 09/619,059 2 
Art Unit: 1631 

DETAILED ACTION 

Claim 6 has been cancelled. 

Applicant's arguments filed 12/13/02 have been fully considered but they are not 
persuasive. 

The text of those sections of Title 35, U.S. Code not included in this action can be 

found in a prior Office action. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 . 1 14. Applicant's submission filed on 12/13/02 
has been entered. 

Applicant is advised that should claims 2, 15, and 17 be found allowable, claims 
18-20 will be objected to under 37 CFR 1 .75 as being a substantial duphcate thereof 
When two claims in an application are duplicates or else are so close in content that they 
both cover the same thing, despite a slight difference in wording, it is proper after 
allowing one claim to object to the other as being a substantial duplicate of the allowed 
claim. See MPEP § 706.03(k). Claims 2, 15, and 17 are directed to the same 
compositions as those of claims 18-20, respectively. 
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Claim Rejections - 35 USC § 112 
Claims 2-5 and 7-21 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
appUcation was filed, had possession of the claimed invention. This is a new matter 
rejection. 

Claim 2 has been amended to recite, "wherein the pharmaceutical composition is 
of therapeutic purity, adapted for administration to humans." Claim 18 has been 
amended to recite, "wherein the pharmaceutical composition is of therapeutic purity and 
adapted for administration to humans." Applicant argues that NGF compositions 
intended for use in treatment of humans are disclosed. However, this does not provide 
support for whatever is intended by the limitations of "therapeutic purity" and "adapted 
for administration to humans." There is no disclosure in the specification as to "levels of 
purity, sterility, pH, absence of toxins, and other criteria that are notoriously well known 
to those of ordinary skill in the pharmaceutical arts" nor that this is what is intended by 
"therapeutic purity" and "adapted for administration to humans." It is the specification 
that must describe what is contemplated as the invention. The originally filed 
specification does not describe the invention in these terms. 

In addition, claim 13 has been amended to be directed to a subrange of NGF of 
0.1 mg/ml to 20 mg/ml. No basis has been pointed to and none is apparent. 
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Claims 5 and 19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 5 is confusing in failing to further limit the subject matter of claim 2. It 
broadens the acetate concentration range. 

Claim 19 appears to omit "NGF" following "0.1 mg/ml." The constituent present 
in this amount is omitted. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is 703-308- 
0666. The examiner can normally be reached on Monday-Friday, 8:30 am - 2:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 703-308-4028. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
305-3014 for regular communications and 703-305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 

Marianne P. Allen 
Primary Examiner 
Art Unit 1631 
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February 11,2003 



